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Act
Yum, 1967

Bhumibol Adulyadej, REX.
Given on the 15th day of October B.E. 2510

It is the 22nd year of the present reign.

His Majesty King Bhumibol Adulyadej His Majesty King Bhumibol Adulyadej
to declare  of

Whereas it is expedient to revise
the law on the sale of drugs

Therefore, His Highness graciously graciously An Act shall be enacted with advice and consent.

of the Constitution Drafting Assembly as a parliament as follows:
Section 1 This Act is called "The Medicine Act, B.E. 2510"

Section 2l This Act shall come into force upon the expiration of Sixty days from the date of announcement

in the Government Gazette onwards

Section 3 to cancel (1)
Drug Sales Act, B.E. 1950

(2) Drug Sales Act (No. 2), B.E. 1955

(3) Drug Sales Act (No. 3), B.E. 2499 (19523
Drug Sales Act (No. 4), B.E.

(5) Drug Sales Act (No. 5), B.E. 2502

Section 42 |n this Act
"drugs" means

objects certified in the of t‘]lg preparations announced by the Minister

~ (2) objects intended for for use in the diagnosis, treatment, mitigation,
treatment or prevention of
or human or animal sickness
(3) pharmaceutical chemical substances or semi-finished pharmaceutical chemicals; or

(4) objects intended for for any effect on health, structure or function

of the human or animal body

1 Government Gazette, volume 84/part 101/special issue, page 7/20 October 1967
Y Section 4 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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The objects under (1), (2) or (4) do not include

intended for use in agriculture or indus‘f??/ %gjgﬁgcified by the Minister

announcement

(b) objects intended for tor use as human food, sports equipment, tools, appliances for health promotion,

cosmetics, or tools and components of equipment used for
Practicing in the art of healing or

the profession of medicine

(c) objects intended for for use in science rooms for research analysis or
An autopsy that was not performed directly to the human body

“Mzdert drug” means a drug that is intended for for use in the medical profession
Director, practicing modern art of healing or veterinary therapy

“Traliional medicine” mean: 2 divg thatis iniended for for use in the practice of the art of healing

ancient plans or veterinary disease treatment which is in the list of ancient plans announced by the Minister or drugs prescribed by the Minister

( Announced as a traditional medicjne or dru
that are permitted to be regls?eredeuncfer ftor receiving medlcmes as Sgradmonal medicines

“Dangerous drug” means a modern drug or an ancient drug announced by the Minister.
a dangerous drug

“Specially Controlled Drugs” means modern or traditional drugs prescribed by the Minister.
Declared as a special controlled yam.

“Druas for external use” 3 mears that modern drugs or traditional drugs that are intended
for external use, excluding topical

“Topicai Drugs” 4 means that modern or traditional medicines intended for use
Only on the ear, pound, nose, mouth, anus, vagina or urethra.

“giereral horne druge” imezins moden or tracitional medicines prescribed by the Minister
Declare it as a generic medicine for home use.

“Ready-packed medicine” 5 means a modern drug or an ancieni drug that has been produced.
Finished in pharmaceutical form, which are packaged in sealed or sealed containers or packages. and have complete labels

under this Act

“Herbal medicine” means a drug derived from a plant, animal or mineral which is not mixed with
or

Transfiguration

“Pharmaceutical Chemicals” means organic chemical substances. or inorganic chemistry, which is a single substance
used for flavoring, garnishing, preparing or mixing into a salad

‘Semi-finish2d charmaceutical chemicals” means organic chemicals or inorganic chemicals that

It is a substance or mixture in a ready-to-use form. to be used in the production of finished medicines

' Section 4 deflne? the term “me%i\g%n(?\fofog)eﬁeénal use” as amended by
9999 T

’ Section 4 defines the term “medicine for topical use” as amended by the Drug Act (No. 5),
B.E.
yyyy

" Section 4 The definiti gn of “Ready Packed ched(lﬁlnes” was

9999 amen 0. %), 2.5
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“Professional medicine” means that the practice of medicine according to
Lew en Mediczl Professions

“Practice of the modern art of healing” means the practice of the art of healing by
Relying on knowledge gained through scientific studies

“Practice of the traditional art of healing” means that the practice of the art of healing by

rely on knowledge from It is a study or succession study that is not a science-based education.
“Troatment of vaterinary diceases” means that eny action taken directly on the body
of animals for examination, treatment, prevention or elimination of disease
“Froducz" 5 ireans to make, ra'x, cook or transform and includes
Transforming the salad, dividing the spicy salad with the intention to become the ready-packed salad, whether labeled or not.
“active ingredient” mear s the stbsiarce wh ch is the consiitu=nt The importance of medicines that can contain
Therapeutic, relief, curative or preventive effects or human or animal sickness
“Strengtn of active ingredicnd means
(1) Concentration of a drug with an active ingredient indicated by weight ,
weight per volume or the amount of active ingredient per unit of use; or
(?2) the therapeutic effect of the drug as tested in the laboratory;
by appropriate means or has passed the control of the use of the disease effectively enough
"Sell" 7 means retail, wholesale, distribution, distribution, distribution, exchange for
commercial benefits and shall include having for sale.
‘Wholesale™ 8 mzans seiling directly to a licensee to sell drugs. Licensee to sell
Ministry, Ta-buang, Department, Thai Red Cross Society, Pharmaceutical Organization Person authorized to operate
Hospital, medical practiioazr Mursing Profassionzls Sestanebility Praciioner
Pregnant, nursing and midwifery practitioners Practitioner of modern arts, or
Veterinary practitioner
“Imports” 9 means any port or place in the Kingdom declared by the Minister.
in the Government Gazette as a checkpoint for drug inspection to lead or order into the Kingdom
“Label” includes any figure, invention, mark or message which
Shown on the container or package of medicine.
“Medicine documentation” includes: paper or any other object that makes it appear
Meaning with pictures Any fabricated mark, mark or statement relating to any drug inserted or included with
or packages containing GRHRIRRS
“drug formulation” means a formulation which identifies a preparation ingredient that contains a drug, regardless of
What shape will it be cockea? and shall inciude divgs ihat are in the pharmaceutical industry which

ready to be used by humans or animals

y

Section 4 The definition of “production” was amended by the Medicines Act (No. 5), B.E. 2530.
* Section 4 The definition of “selling” was amended by the Drug Act (No. 5), B.E. 2530.
y

Section 4 defines the word “wholesale” added by the Medicines Act (No. 5), B.E. 2530.

* Section 4 defines the term “import checkpoint” added by the Medicines Act (No. 5), B.E. 2530.
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“Permission Consideration Process” 10 means reviewing an audit request
the accuracy of tre documeni Lcademic Document Assessment Analysis
Operate or audit to issue a license, certificate of registration medicine or certificate as well as any considerations
on medicines

“Medicine practitioner” means a medical practitioner
Law on Medical Professions

“Practice of the modern art of healing” means a practitioner of the modern art of healing.
Currently in the fields of dentistry, pharmacy, midwifery or nursing under the law on
contral of the practice of the art i healing

“traditional healing arts practitioner” 11 means a practitioner of traditional medicine
Thai traditional medicine in Tihiei medicine Tihai nadiiional medicine practitioner, Thai pharmaceutical practitioner
Applied Thai Traditional Medicine Profession in accordance with the Law on Profession of Thai Traditional Medicine or operator

Chinese Medicine

“First-class pharmacist” means a first-class practitioner in the modern art of healing in the branch.
pharmacy

. “Second-class pharmacist” means a second-class practitioner in the modern art of healing in the branch.

Office of the Pharmacy P P g

“Business operators first-class animal disease treatment” means that the licensee is
operator to provide first-class veterinary treatment according to the Animal Disease Control Act

“Business operators second-class animal disease treatment” means that the licensee is
operator second-class veterinary medicine
animal disease

“licensee” means a person licensed under this Act and in the case of
Ajuristic persori is a iicensed person. shall include the manager or represeritaiive of the juristic person who opeiaies

business as well

“licensors” means that

(1) Secretary of the Food and Drug Administration or a person who is the secretary of the committee
Food and drug assignments. bring or order medicines into the Kingdom

(2) Secretary of the Food and Drug Administration or a person who is the secretary of the committee
Food and Drug Assignments For the license to sell medicines in Bangkok

(3) the provincial governor for granting permission to sell drugs in provinces that are under the jurisdiction.
other than Bangkok

“Commidee’ raears the Medicine Committee under this Act.

W

Section 4 defines the term “the process of considering permitting drugs” added by the Medicines Act (Vol.
No. 6) B.E. 2019

9

Section 4 defines the term “traditional healing arts practitioner” as amended by the

(No. 6) B.E. 2019
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“Officer” means a person appointed by the Minister to act in accordance with

This Act

“Minister” means the Minister in charge of this Act.

Section 512 The Minister of Public Health shall maintain the affairs of this Act,

and have the power to appoint officials. water with the issuance of
ministerial regulations prescribing fees not exceeding the rate

at the end of this Act Reduce or exempt fees and determine other businesses, including issuing announcements
for the implementation of this Act

The issuance of Ministerial Regulations If the fees under paragraph one are set, the rates

Fees to be different taking into account the type, kind and nature of the prescribed drug or drug category.

in the license or the size and business of the operator

Ministerial Regulations and Announcements Once it has been published in the Government Gazette, it shall come into force.

Chapter 1

Drug Committee

Section 6 13 There shall be a committee called the “Medical Committee”.

consisting of the Permanent Secretary of the Ministry of Public Health as the chairman of the committee Director-General of the Medical Department Director-General of the Department
contadfood dise &egdvtninbiredton:General of the Department of Medical Sciences Director General of the Department of Health Board Secretary
Representative of the Ministry of Defense Representative of the Ministry of Agriculture and Cooperatives Representative of the university department
appointed from two deans of the Faculty of Pharmacy, representatives of the Board of Directors

Decree of the Director of the Division of Healing Arts Practices, Office of the Permanent Secretary Ministry of Public Health

h being a director by position and not less than five qualified members appointed by the Minister but not
more than

Nine people. Of these, at least two must be practitioners of the traditional art of healing.
Let the Deputy Secretary-General of the Food and Drug Administration be a member and secretary, and
Director of Division, Drug Control Division, Office of the Food and Drug Administration being a director and

Assistant secretary

State holding

the position for two years

Directors who are retired The position may be re-appointed.

Section 8. In addition to the expiration of Having held a position under section 7, the qualified director has expired.

from the position when

(1) death

(2) resignation

" Section 5 amended by the Medicines Act (No. 6) B.E. 2019
" Section 6 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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(3) to be dismissed by the Minister

(4) being bankrupt
(5) being an incompetent or quasi-incompetent person;

(6) being imprisoned by a final judgment, except for a petty offense or
offenses committed recklessly

(7) suspended or
revoked a license to practice the art of healing.

When a qualified director is retired position before maturity to have the Minister appoint another person as

Director instead and let that person be in the position to hold the position according to the terms of the director whom he/she replaces

Article 9 Board Meeting There must be at least one of the directors attending the meeting.
Three of the total number of directors will constitute a quorum. If the chairman of the board is not present at the meeting
The directors attending the meeting elect one director to be the chairman of the meeting.

The . . JF

decision of the meeting shall be made by a majority of votes.

One director shall have one vote. If the votes are the same, the chairman

At the meeting, one more vote was cast as a casting vote.

Section 10 The Board of Directors has the duty to give advice or opinions on the following matters.

(1) Permission to produce drugs, sell drugs, or bring or order drugs into the Kingdom and the establishment of

Recipe registration

(2) suspension of license Revocation of a license or drug registration revocation

(3) prescribing rules Methods and conditions related to drug production, drug sales,
Bringing or ordering medicines into the Kingdom, taking medicines as samples for inspection and site inspections

Manufacture of medicines, places to sell medicines, places to bring or order medicines into the Kingdom, and places where medicines are stored.

(4) the Minister's exercise of power under section 76 or section 77;

(5) other matters as assigned by the Minister.

Section 11 14 Let the Board have the power has the power to appoint a sub-committee to consider
or research on matters that are in their duties and of the Board of Directors and the consideration process
Drugs are permitted under section 11/2.

The appointment of a sub-committee to implement section 11/2 must at least
Representative of the Office of the Government Development Board Representatives of associations or foundations whose objectives are
consumer protection Representatives of associations or entrepreneurs with objectives in the manufacture of
Bringing or ordering medicines into the Kingdom. set up an account
and expenses to have more representatives of the Ministry of Finance as sub-committees.

The provisions of section 9 shall apply mutatis mutandis to meetings of the sub-committees.

Section 11 amended by the Medicines Act (No. 6) B.E. 2019
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Chapter 1/1

process of considering permitting 1ghe

Section 11/116 In the process of considering a permit other than the office staff
Food and Drug Administration and officials from agencies under the Ministry of Public Health who have been assigned
to operate the business in the duties and powers of the Food and Drug Administration to have experts ,
professional organization government agency or non-governmental organizations both domestically and internationally, acting in
Academic Docyment Assessment Analysis establishment inspection or inspection
for the approval process to be convenient, speedy and efficient, such person, agency or organization must be listed by the

Office of the Registrar. Oilice of the =coad and Drug Admirtstrahicn

Section 11/217 For the benefit of the approval process, the Minister
The recommendation of the Board of Directors has the power to declare as follows:

(1) rules, procedures and conditions for acquiring and listing an expert organization;
expert government agency or non-governmental organizations both domestically and internationally under section 11/1. to
define qualifications, standards, and operations of individuals, agencies
or such organizations

(2) the accounting value that is important for The Food and Drug Administration will collect from the
exper:s, praiessional organization gevernment agency or private organizations both in the country and abroad which can be stored
Must not exceed the maximum bookkeeping rate

(=) types ard expenses that are impoitant of the Food and Drug Administration or the agency
of the state assigned to to carry out the duties and powers of the Food and
As the case may be, it will be collected from the applicant. to request in the approval process which can be stored not more than
Maximum cost

4
rules, procedures and conditions in the approval process

The highest billing rate and the highest expense rate under (2) and (3) upon receipt of approval

approved by the Cabinet to come into force

The announcement under paragraph one may prescribe the exemption of rules, procedures and conditions.

under (1), accounting values under (2), or categories and expenses under (3), in whole or in part, or

Saiup accaunts cr 2xpenses to vary according to necessary and appropriate

Section 11/318 Accouit valaince coiected under section 11/2 (2) shall belong to

Office of the Food and Drug Administration for expenses collected under section 11/2 (3) shall be

Chapter 1/1 Procedures for Approving Drugs Sections 11/1 to Section 11/4 added by
Medicine Act (No. 6) B.E. 2562

Section 11/1 added by the Medicines Act (No. 6) B.E. 2019
Section 11/2 added by the Medicines Act (No. 6) B.E. 2019
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of the Food and Drug Administration or an agency assigned to Doing business in duty

powers of the Office of the Ro8dd Drug Administraticn that have becn ccliecien, as tne cace may be, without having to be sent to the treasury.
as land income and shall be paid for the following purposes:

(1) as compensation for an expert, an expert organization or a non-governmental organization under

Section 11/1

(2) it is an operating expense Implementation of a plan or project that is beneficial

Public Health for the Protection of Consumers in Medicines

(3) It is an expense for the development of the competency of the agency and the officer to develop

Work systems related to the approval process and increase operational efficiency

(4) are other related expenses and necessary concerning the conduct carry out the consideration process

Permit as prescribed by the Minister

Section 11/419 Receipt of money under Section 11/2 (2) and (3) Payment under

Section 11/3 and the collection of money shall be in accordance with the rules, procedures and conditions announced by the Minister.

Determined with the approval of the Ministry of Finance

Chapter 2

Applying for and issuing licenses for modern medicines

Section 12. No one shall produce, sell, or bring or order into the Kingdom of
At present, unless a license has been obtained from the licensor
Permissions and permissions are in accordance with the rules. Methods and conditions that

stipulated in the ministerial regulations

Section 13 50 The provisions of section 12 do not apply to

(1) production of drugs produced by ministries, bureaus, or departments in charge of prevention or

treatment,
The Thai Red Cross Society and the Government Pharmaceutical Organization

(2) the manufacture of drugs according to the prescription of a medical practitioner or of a disease practitioner;
art to order for specific patients or according to the prescription of the operator veterinary disease treatment for animals
individual

(3) Sales of herbal medicines that are not dangerous drugs Sale of generic drugs at home Sales of medicines
which a medical professional or a practitioner of the art of healing in the field of dentistry for patients of

himself or the sale of drugs which the operator animal disease treatment for animals to treat or prevent disease or

Section 11/3 added by the Medicines Act (No. 6) B.E. 2019
Section 11/4 added by the Medicines Act (No. 6) B.E. 2019
Section 13 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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Sale of medicines sold by ministries, bureaus, departments in charge of prevention or treatment. The Thai Red Cross and
Fharmacszutical Qrgeanizaiion

(4) bringing drugs with you into the Kingdom, which does not exceed the necessary amount;
for thirty days

(5) bringing or ordering drugs into the Kingdom by ministries, bureaus, or departments in their duties;

Preventing or treating diseases, the Thai Red Cross Society and the Government Pharmaceutical Organization

Perscns exempted under (1) and (5) must compe'y with the rules, procedures and conditions prescribed by

stipulated in the Ministerial Regulation 21

Section 1422 A licensee shall issue a license to produce, sell or bring or order into
the kingdom that modern medicre car vaen it appears trat in2 applicant for permission

(1) being the owner of the business and having assets or status sufficient to establish and operate able to operate

(2) being at least twenty years of age,

(3) have a residence in Thailand;

(4) never having been imprisoned by a final judgment or to give a lawful order
imprisonment for an offense that the law provides for an act as a constituent or in the wrong

under the law on narcotics The Law on Psychotropic Substances

with the sale of drugs or this 2ct unless the punishmient has been passe for not less than two years prior to the date of application for a permit

(5) not being a person of unsound mind or an incompetent or a quasi-incompetent person

(€) not haviry a deez<e as announced by the Minister; prescribed in the Government Gazette

(7) there is a place for drug production, a place to sell drugs, a place to bring or order medicines into the Kingdom; or a
place where medicine is ctor2d and equipment used in drug sroduction, drug cales, or drug storage and control; or
maintain the quality of medicine which have the characteristics and amount as prescribed in the Ministerial Regulation

(£) t3 us2 2 name in 2 commercial operation uniquely of or similar to the name used in the assembly

The business of the licensee who has been suspended or whose license has been revoked has not yet

one year

(9)23 There are persons who will act under Section 38, Section 39, Section 40, Section 40 bis.

Section 41, Section 42, Section 43 or Section 44, as the case may be.

Persons with duty to operate under (9) must be stationed at the rlace of drug production, place of sale of the drug, or
State can be the only place to bring or order medicines into the Kingdom.
Inihz case cf a ristic person applying for permission, a manager or a representative of the juristic person who operates

The business must have the qualifications under (2) and (3) and must not have any prohibited characteristics under (4), (5) or (6).

Section 1524 Types of licenses The current plans for medicinal products are as follows:

Section 13, paragraph two, added by the Medicines Act (No. 5), B.E. 2530
Section 14 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 14 (9) as amended bv the Medicines Act (No. 5), B.E. 2530
Section 15 was amended by the Medicines Act (No. 5), B.E. 2530.
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(1) a license to produce modern medicine;

to sell modern drugs (2) License

(3) a license to sell modern medicines;

(4) a license to sell modern drugs, only ready-packed drugs that are not dangerous drugs or drugs;
snecial control

(5) a license to sell modern medicine only for ready-packed medicine for animals;

(o) & tcense to brng or order moderr Adrugs inte the Kingden;

It shall be deemed that a person licensed under (1) or (6) is a person licensed under (3) for
Oruge that they produce: or bring or order intc the Kinadom as the case may be.

It shall be deemed that a person licensed under (2) is also a person licensed under (3), (4) and (5).

tshal ke deerncd that he licensea under (3] is 2is0 a licensee under (4) and (5), but

can only be sold by wholesale

Section 16. A license issued under section 15 shall provide protection to an employee or representative of
licensee as well

shall be deemec that *he cf the employee or the agent of the licensee who is immune to
Paragraph one is also the act of the licensee. unless the licensee can prove that doing so
It is beyond their knowl 2dyr: 3~ Conirol.

issues thebctinse] ToieAitieasse wisles Tt (i entwatiHb g dtetizs ‘o submit The ¥/ December of the year

request must be paid before the license expires.
when filed has already miace such request imay continue ¢ operate the business until ine liceniscr crders riot tc renew the license

Requests for renewal of licenses and permissions shall be in accordance with the rules, procedures and
Conditions set forth in the Ministerial Regulations

A licensee whose license has expired within one month will submit a waiver request together with
with reasons for the renewal of the license, but the submission of this waiver is not a cause for acquittal
Business that has been done before applying for a license renewal, which is considered an undertaking
Expiration license

Peguesting a license renewal Lipon exniration for a period 2f one menth from the date of expiration of the license

age is impractical

Section 18. In the case where the licensor does not issue a license or does not grant permission to renew the
) ) license, | ) ~ouncli U A
An applicant for a license or an applicant for a renewal of a license has the right to appeal in writing to the Minister within thirty days from the date of

Date of receipt of the licensee's notice of refusal to issue a license or not to allow renewal of license

Ministerogh%?ﬁeﬂ}\%ﬁeusmn of the

Section 17 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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In the event that the licensor does not allow the renewal of the current drug production license before the minister
o, cil %hall have a L ) . }
decision on the appeal under paragraph two, the Minister has the'powerto order permission to carry out businasz. The

At the request of the appellant

. . C_:hapter 3
Duties of licensees in relation to modern

medicines

Secticn 1826. A licensee is prohibited from

(1) produce or sell modern medicines outside the designated place; provided for in the license, unless
Wholesale

(2) produces or sells modern medicines that do not match the type of license;

(3) selling modern drugs that are dangerous or specially controlled drugs; to the licensee

under section 15 (4)

Sertion 2027 Licensees to prodiice modarn medicines must have at least two first-class sharmacists.
Persons are responsible for the operations under section 38 and at least one pharmacist must be stationed.
all the time we are open

In case of necessity for the benefit of modern drug production control, the licensor will
Requires licensezes ic procduce modern medicines to hiave first-class pharmacists is responsible for the operation under

38 more than the amount specified in the first paragraph. according to the criteria set out prescribed in the Ministerial Regulation 28

Section 2129 Licensee to sell modern drugs Must have a first-class pharmacist or pharmacist

The second floor is the person who has the duty to operate under section 39 and section 40, always in operation

Section 21 bis30 A licensee to sell modern medicine must have a first-class pharmacist who has

The cuy to perform duties under section 40 bis is stationed at tha tlace of sale of moderi medicines or at the plece of storage of medici

all the time we are open

Section 2231 Licensees to sell modern drugs only for prepackaged drugs that are not medicines

Dangerous or speciaily controlied drugs Must have a first-class pharmacist second-class pharmacist medical practitioner who

% Section 19 amended by the Medicines Act (No. 5), B.E. 2530
” Section 20 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
” Section 20, paragraph two, added by the Medicines Act (No. 5), B.E. 2530
% Section 21 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
” Section 21 bis added by the Medicines Act (No. 5), B.E. 2530

» Section 22 amended by the Medicines Act (No. 3), B.E. 2522
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Practicing first-class modern arts in the field of dentistry Midwifery or nursing is a person who has

The duty to perform dutizs tnder Sacion 41 is always on duty turing the business hours.

Section 233z Licensee to seil moaern drugs only ready-packed drugs tor for animals must

There is a first-class pharmacist second-class pharmacist operator a first-class veterinary practitioner or a practitioner

Second Class, is responsible for the operations under Section 42 and Section 43, always on duty.
the

Secticr 2433 Licensee whe bring i cider modern medicines into the Kingdom must have

first class pharmacist is a person who has the duty to operate under section 44 stationed at the place where the medicine is brought in or ordered into

Kingdom or drug storage faciit, a'l the tme wi: aie cozn

Section 2324. A licensee for the production of medern arugs shail comply with the following praciices.

(1) provide a signboard at the disclosure of the place of manufacture specified in the license which is easily visible;

from outside the buiiding is

(a) a sign indicating that the drug is manufactured;

(b) a sign showing the name, surname and academic status of the person having the duty to operate and the time
Operation
In this regard, the material used for making the label, the appearance, color, size of the label, the size of the letters and
Thz e xidisplayec on the label siell b2 as specified 'n the prescr'badi in the ministerial regulations
(2) arrange for an analysis of raw materials and drugs produced before taken out of the manufacturing facility with
Evidence provides details ot ail analyz2s aliich mus: ke meintaned for at least five years.

(3) provide a label as registered under The medicine receipt is sealed in the container and packaged medicine that is

rroduced and on the: lacel must shov!
(a) Yum name
(b) certificate number or code important for registration of medicinal formulas

(c) quantity of medicines rontainad

(d) the name and quantity or strength of the active ingredient which is the essential ingredient;

of medicines which must be in arcordance with the renisterad medicinal formulas

(e) number or letter indicating the time of manufacture or analysis

{fi 1hz name of the manufacturer of the drug v the province wherz ihe place of man:;

et e ) DAL,
month, year of drug production
(h) the terms “der.gerous drug”, “srecially contreded drug”, “aiternal drug” or “medicine for use;
specific" as the case may be, with red letters clearly visible in the case of a dangerous drug. Yum, special control, yam used

external or topical use drugs

Section 23 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 24 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 25 amended by the Medicines Act (No. 5), B.E. 2530
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(i) the term “homemade medicine” in case of generic home use medicine;

(i) The term “veterinary drug” in the case of veterinary drugs.

(k) the word “Expired Yam” and showing the date, month, and year the Yam has expired; In the case of a yum that

The Minister announced under section 76 (7) or (8).
(4) use labels and documents in the form of medicinal herbs registered in the medicinal formula and the text in

Labels and documents The information on tiie meaicine must be ciearly legible. The document containing the medicine must be translated into a foreign language.

in Thai language as well

(5) provide a warning on drug use in the label and on the drug leaflet for drugs prescribed by the Minister.
Neutication i de section 76 () r the sase of e dccurnen ed labe! Medication warnings are listed at
Any part of the label or documentation of the medicine may be

ni@)ioinzdisauaiplesconoutiuniediw maierials used in the manufactura of medicines; List of yam produced and sold and collecting
In this regard, as stipulated in the Ministerial Regulations

(7) othel acs as piescrted preceribed i the ministerial regulations

In the case that the container of medicine is so small that it cannot show the label with the text under (3)
In all, the licensee to produce modern medicinal products shall be exempted from having to show any statement under (3) (c) (d) (e) (f) (g) (i) or (j). one
or all After receiving permission from the licensee

in the case of drugs produced for export outside the Kingdom Text on labels and documents
The medicine label must a'sc sn=cify the name: of Thailand. Sther messages, if wishing io “enurst an exemption, must be granted permission from
first licensee

In the case wlhere z licansee for the przduction of modearm drugs wishes to amend the label concerning the date, month ,
in which the drug has expired under (3) (k), must submit an application for a license in accordance with the rules, procedures and conditions prescribed in

ministerial regulations

Section 2635 Licensees to sell moderi drugs snaii comipiy wiifi the foiiowiing.

(1) provide a sign at the disclosure of the place where the drug is sold as specified in the license; easily seen

from outside the buiiding is

(a) a sign indicating that it is a place where medicine is sold;

(b) a sign showing the name, surname and academic status of the person having the duty to operate and the time
Operation
In this regard, the material used for making the label, the appearance, color, size of the label, the size of the letters and

Th2wextdispayec onthe label shgll b2 as specified n the grescr bz ! :a the ministerial regulations

(2) arrange for a separate storage of medicines; for animals as a proportion from other medicines

provides for the separation of dru@into the following proportions:

(a) dangerous drugs

(B) Specially Controlled
Drugs

(c) other spicy salads

Section 26 amended by the Medicines Act (No. 3) B.E. 2522
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(4) to provide a proportionate place for the preparation of prescription drugs by medical practitioners Practitioner of
medern acte or ope etors arimal disease teatrient arc o ke storage of medicines used therein
too

(o) proviae labels on the conainers and packages for medicinal herbs as specified as prescribed in section 25 (3), there shall be
intact

(6) to make a list of drugs purchased and
sold as prescribed by prescribed in the ministerial regulations
7} o*hzr acts as presciibed prescribec in the ministerial “egulations

The provisions of paragraph one shall apply to a licensee who has been granted a license to sell drugs under section

15 (4 and (&) muatis mu@ncis.

Sezior 26 bis 37 Alicensce to sell niocerr mecicines shai ceiv ply with Section 26 paragraph one, mutatis mutandis,

except that there is no need to provide a proportionate place. for seasoning the spicy salad according to (4)

Section 2738 The licensee making or ordering modern medicines into the Kingdom
Do the following
(1) provide a signboard at the disclosure of the location; bring or order medicines into the specified kingdom
contained in the license, which is easily seen from outside the building, is
(a) a sign indicating that it is a place bring or order medicines into the Kingdom
(b) a sign showing the name, surname and academic status of the person having the duty to operate and the time
Operation
In this regard, the material used for making the label, the appearance, color, size of the label, the size of the letters and
The text displayed on the lavel shell ke s specifiad in the pres-ribed in t22 ivinict2ric | regulatior s
(2) At the time of import, a manufacturer's certificate showing details of the drug analysis must be provided.
who birougiit or urdered inw tiie Kinguoin whicii inust ne rept ior not less than five years The cave manufacturer's certificate is

Foreign languages must also translated into Thai and have a label as specified prescribed in section 25 (3) that

Containers and packaging for medicinal products Unless in (f) specify the name of the city and country where the place of manufacture of medicine is located instead.
province name

(3) Before selling the medicine, labels shall be provided with the container and packaging of the medicinal product having the characteristics and
The information is complete as set ouit in specified in section 25 (3), except in (f) specifving the names of cities and countries;

Location of the place where the medicine is produced instead of the name of the province and specify the name of the leader bring or order medicines into the Kingdom; and

Srovince or crder ng <oicy salads as well
(4) use labels and documents in the form of medicinal herbs registered in the medicinal formula and the text in
Labels and documents The nfcrinat cn cn the medicire niwst ke clea‘ly leyid'e. "he 1oz imeit contan'ny the medicine must be translated into a foreign language.

in Thai language as well

Section 26 paragraph two, amended by the Medicines Act (No. 5), B.E. 2530.
Section 26 bis added bv the Medicines Act (No. 5), B.E. 2530
Section 27 amended by the Medicines Act (No. 5), B.E. 2530
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(5) provide a warning on drug use in the label and on the drug leaflet for drugs prescribed by the Minister.

Annauncament under cection 76 (). Waraing far use of the drug if it is in a foreign language. translated into Thai

also in the case that the label has a document Medication warnings are listed in any section.

label or document
(/) to make a list of drugs hrought in or ordered into the Kingdom and sold; and collect samples at
to bring or order into the Kingdom as stipulated in the Ministerial Regulations
(7) 21121 @Lts @S presuibed prescribad in ive miisteial eguiat one
In the case of medicines imported under (2) or medicines to be sold under (3) are packed in containers with
53 sriall thiv it Tay ot e able 1c <hovr all the lapels with thie text under section 25 (3), the licensee shall give or order
Modern medicine entering the Kingdom is exempted from the need to show a statement under section 25 (3) (c) (d) (e) (f) (g) (i) or (})

Any or all of the following, when permitica by the licencor

Section 27 bis 39 Modern medicines To bring or order into the kingdom, it must be passed.

Competent staff inspection at the entry point

Competent officers’ audits are carried out In accordance with established rules and procedures.

in the ministerial regulations

Secion 28 inthe 2vertcialicense 10ss or materia damege e licensee
notify the licensor and submit a request A license substitute must be filed within fifteen days from the date of acknowledgment of the loss.
o we's des.rayed as such

Requesting a substitute for a license The formulation and issuance of a substitute license shall be in accordance with

Criteria, methods and condiuuns prescrived prescribed i the ininisterial regulations

Section 2940 A licensee must present his or her license and that of a pharmacist, a practitioner
professional medicine A first-class practitioner of the modern arts in the field of dentistry Midwifery or

a nurse or veterinary practitioner, put it in a conspicuous place easily visible at the drug production facility

selling medicines or places bring or order medicines into the Kingdom, as the case may be.

Secricn 30. A licenser is srohibited from moving to a place of diiiy production, nlace of saie of £ crug, 2lace of delivery or
Order medicines into the Kingdom or a place where medicines are stored. unless authorized by the licensor
rPermics.on and Perrnission to be in accordance with the rules Methods and conditions that

stipulated in the ministerial regulations

Section 31. A licensee is prohibited from producing modern drugs in a drug production facility during

Pharmacists are not on duty in such places.

¥ Section 27 bis, added by the Medicines Act (No. 5), B.E. 2530
¥ Section 29 amended by the Medicines Act (No. 3), B.E. 2522
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Section 32. Licensees are prohibited from selling dangerous or specially controlled drugs during

Pharmacist or operator Veterinary disease treatment is not on duty.

Sectioin 33 When thie iicensee wishes to chiange the person having the duty to perform the duties under section 38
Section 39 Section 40 Section 40 Bis Section 41 Section 42 Section 43 or Section 44 to notify
It is a letter to the licensor. and can be substituted with permission from the licensee.41

In the case where the licensee does not have the duty to perform the duties under paragraph one to the licensee

notify in writing to the licensor within seven days from the date that no person has the duty to operate

Section 33 bis 42. In the case of a person having duty to operate in a drug production facility a place that sells medicine or
The place of bringing or orciering mecic’ias inio the Kingdor :3hail not 52 able to function temporarily for a period of not more than sixty days.
The licensee appoints a person with the same qualifications as a person operating in that location to act on his behalf.
Yes, by leti:ng the licensee notify It is a letter to the licenisze first. and shall be 1egaded as tie Derson acting on bebalf of tha persan who has

Functions under Section 38, Section 39, Section 40, Section 40 bis, Section 41, Section 42

Section 43 or Section 44, as the case may be.

The notification in writing under paragraph one shall be in accordance with the regulations prescribed by the Board.

Section 3443 Persons having duties under Section 38 Section 39 Section 40 Section 40
40 bis, section 41, section 42, section 43 or section 44 who wishes to not perform their duties Must notify in writing to the licensor for

information no |ater than seven days from the date of termination of duty.

Secton 22, Ay licenses w0 czases 3ny business permitteo Lnder this Act The termiination of biiciness must be

notified in writing to the licensor not exceeding fifteen days from the date of termination of business and it shall be deemed that

The
license has expired from the date of business dissolution as stated.

Section 36 The licensee who has notified the dissolution of the business shall sell his remaining drug to the recipient.

granting other permissions or to whom the licensor deems appropriate within ninety days from the date of cessation of business except the licensee

will extend the said period

Section 37 If a licensee dies and there is a person who is qualified to be a licensee
In accordance with this Act, express tha intention to the licensee within thirty days from the date of the licensee's
in order to continue the business that the deceased has been given permission to may allow the person expressing his intention to continue his business
until the license expires 'n such cace, it shail ke deemco et the Zriployved as a licensee under

This Act since the licensee's death

Section 33, paragraph one, amended by the Medicines Act (No. 5), B.E. 2530.
Section 33 bis, amended by the Medicines Act (No. 5), B.E. 2530
Section 34 as amended by the Medicines Act (No. 5), B.E. 2530
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Chapter 4

duties medical pra&tRReEbractitioner

First-class current plan in dentistry Midwifery or nursing

or operators animal disease treatment 44

Section 3845 A first-class pharmacist under section 20 shall be stationed at a drug production place.
throughout the business hours and to perform the following duties:
(1) to control the production of drugs in accordance with the regulations of medicines that have been registered under

Section 79

(2) o control the practice of labels and documents; Act on medicines under section 25 (3) (4)
and (5)
(3) to control the packaging of medicines and the labeling of drug containers and packages to be in accordance with

in accordance with this Act

(4) to
control the sale of drugs to be in accordance with Section 39.

(5) to control drug accounting and sample storage under section 25 (6).

(6) other acts as prescribed prescribed in the ministerial regulations

Section 3946 A first-class pharmacist under section 21 shall be present at the place of sale of prescription drugs.
present throughout the business hours and are obliged to perform the following duties:

(1) control the separation of drug storage under section 26 (2) and (3);

(2) to control the practice of labels under section 26 (5);

(3) to control the sale of drugs in accordance with this Act;

(4) to concoct drugs in a place arranged by a licensee to sell drugs under section 26 (4);

(5) provide labels on the containers and packages containing the medicines prepared according to the manufacturer's prescription;
professional medicine Practitioner of modern arts or veterinary practitioners in accordance with
Criteria, methods and conditions prescribed prescribed in the ministerial regulations

(6) to control the delivery of dangerous drugs; Yum Special Control or spicy salad according to the prescription of the person
professional medicine Practitioner of modern arts or veterina?;)practitioners

supervises the accounting of drugs under section 26 (6).

(8) other acts as prescribed prescribed in the ministerial regulations

Section 40

Second-class pharmacists under Section 21 shall comply with Section 39 as well as

first class pharmacist except in regards to improvement Sales and delivery of specially controlled drugs are prohibited.

44 Title of Chapter 4 amended by the Medicines Act (No. 3) B.E. 2522
Section 38 amended by the Medicines Act (No. 3), B E. 2522 (1979)
Section 39 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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Section 40 bis 47 A first-class pharmacist under section 21 bis shall be stationed at the place of sale.
To deliver modern medicines or to a drug storage facility during all hours of operation andto perform the following duties:
controls the separation of medicines in accordance with Section 26 (2) and (3).
(2) to control the practice of labels under section 26 (5);
(3) to control the accounting of drugs under section 26 (6);
(4) to control the sales of modern

drugs

(5) other acts as prescribed prescribed in the ministerial regulations

Section 4148 A first-class pharmacist second-class pharmacist or
A first-class practitioner of the modern arts in the field of dentistry Midwifery or follow-up care
Section 22 stationed at the place where the modern drug is sold, only for ready-to-pack medicines that are not dangerous drugs or drugs.
special control at all times during the business hours and are obliged to perform the following duties:
C (1) supervises the practice of
labels under section 26 (5).
(2) to control the distribution of ready-to-pack medicines that are different from the original condition produced by the manufacturer;

(3) to control the accounting of drugs under section 26 (6);

(4) other acts as prescribed prescribed in the ministerial regulations

Section 4249 A first-class pharmacist or to treat veterinary diseases under section 23,
stationed at the place that sells the current drug, only ready-packed medicine for and
shall have the duty to perform the following: (1) supervising the separation of medicines
in accordance with section 26 (3)
(2) to control the practice of labels under section 26 (5);
(3) to control the distribution of ready-to-pack medicines for sale for animals different from the original condition that the manufacturer

have produced

(4) to control the delivery of packaged medicines for for animals that are dangerous or controlled drugs

special

(5) to control the accounting of drugs under section 26 (6).
(6) Other acts as prescribed

prescribed in the ministerial regulations

Section 43. A second-class pharmacist or to treat second-class veterinary diseases under section 23
Comply with section 42, the same as a first-class pharmacist. or operators to treat first-class veterinary diseases, except

with respect to the control of delivery of prepackaged drugs for For animals that are specially controlled drugs, it is not possible.

Section 4450 A first-class pharmacist under section 24 shall be present at the place of delivery or ordering.

Medicines enter the Kingdom or to a drug storage facility at all times when they are open. and to have duties as follows:

Section 40 bis, added by the Medicines Act (No. 5), B.E. 2530
Section 41 amended by the Medicines Act (No. 3), B.E. 2522
Section 42, amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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(1) control the medicines brought in or ordered into the Kingdom to be in compliance with the medicinal formula;
that have been registered under Section yy
(2) to control the practice of labels under section 27 (2) (3) and (5).

(3) to control the practice of the manufacturer's certificate showing the analytical details of the drug;
pursuant to section 27 (2) and drug documentation under section 27 (4)

(4) to regulate the sale of
drugs to be in accordance with Section 39.

(5) to control drug accounting and sample storage under section 27 (6).
(6) to control the importation or ordering of drugs into the Kingdom;
(7) control the storage of medicines bring or order into the Kingdom at a drug storage facility

(8) other acts as prescribed prescribed in the ministerial regulations

Section 4551 prohibits pharmacists medical practitioner practitioner
First-class current plan in dentistry Midwifery or nursing Veterinary practitioners perform the duties of those in charge of the place where the
drug is produced, where the drug is sold, or where the drug is brought or prescribed into the facility.

Kingdom without him being the one responsible for the work in that place.

Chapter 5

Permission and issuance of a license for traditional medicines

Section 46. No person shall produce, sell, or bring or order into the Kingdom any drug.
Ancient plans, unless a license has been obtained from the licensor.
Permission and Permission to be in accordance with the rules Methods and conditions that

stipulated in the ministerial regulations

Section 47 The provisions of Section 46 do not apply to
(1) production of drugs produced by ministries, bureaus, or departments in charge of prevention or treatment,
The Thai Red Cross Society and the Government Pharmaceutical Organization

(2) the preparation of traditional medicines according to The list of drugs announced by the Minister under section 76 (1) by the person

Practicing traditional healing arts for sale only for their patients or for retail

licensees to sell modern drud, Rigdhdeeales of traditional drugs by
Wholesale the current plan of yam. and licensees to sell modern drugs, only ready-packed drugs that are not dangerous drugs or
Yum Special Control

(3) Sales of herbal medicines that are not dangerous drugs or sales of generic medicines at home.

W

Section 44 amended by the Medicines Act (No. 5), B.E. 2530
Section 45 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 47 (2 bis) added by the Medicines Act (No. 5) B.E. 2530
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(4) bringing with you drugs into the Kingdom that does not exceed the amount necessary to be used;

or ordering of medicines iftottheKiaysoandytheinspietatinmeaus, departments in

Duty to prevent or treat disease The Thai Red Cross and the Pharmaceutical Organization

Section 4853 A licensee shall issue a license to produce, sell, or bring or order into
The kingdom where traditional medicine can be when it appears that the applicant for permission
(1) being the owner of the business and having assets or status sufficient to establish and operate able to operate
(2) being at least twenty years of age;
(3) have a residence in Thailand;
(4) never having been imprisoned by a final judgment or to give a lawful order
imprisonment for an offense that the law provides for an act as a constituent or in the wrong
under the law on narcotics The Law on Psychotropic Substances
punishment has been pa\évistg(}?grsnaé?lgggrt%%% ?\;vg)hiyseé% Bﬂ'c?rs%tﬂ% date of application for a permit
(5) not being a person of unsound mind or an incompetent or a quasi-incompetent person
(6) not having a disease as announced by the Minister; prescribed in the Government Gazette

(7) there is a place for drug production, a place to sell drugs, a place to bring or order medicines into the Kingdom;

or a place where medicine is stored clean and hygienic

(8) to use a name in a commercial operation uniquely of or similar to the name used in the assembly

The business of the licensee who has been suspended or whose license has been revoked has not yet
one year

(9) having a person to act under section 68, section 69 or section 70;

Persons with duties under (9) must be stationed at the drug production facility. a place that sells medicine or
There is only one place to bring or order medicines into the Kingdom.

In the case of a juristic person applying for permission Manager or representative of the juristic person who operates

The business must have the qualifications under (2) and (3) and must not have any prohibited characteristics under (4), (5) or (6).

Section 49 Types of licenses The guidelines for traditional medicines are as follows:
(1) License to

produce traditional medicines

(2) alicense to sell traditional medicines;

(3) a license to bring or order traditional medicines into the Kingdom
It shall be deemed that the licensee under (1) or (3) is the licensee under (2) for the drug.

that they produce or or order to enter the Kingdom as well, as the case may be.

Section 50 A license issued under Section 49 provides protection to an employee or representative of

licensee as well

Section 48 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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shall be deemed that the of the employee or the agent of the licensee who is immune to

the act of the licensee. Unless F A3 EEHHARR that doing so,

It is beyond their knowledge or control.

5154 , a license under section 49 shall be valid until the date that vy December of that year

issues the license. If you wish to request for a license renewal, you must submit an application
before the license expires.
Age when filing has already made such request may continue to operate the business until the licensor gives an order not to renew
that license
Requesting a license renewal and permission to be in accordance with the rules, procedures and
Conditions set forth in the Ministerial Regulations
A licensee whose license has expired within one month will submit a waiver request together with
With the reason for requesting a license renewal, it can only be submitted The request for a waiver is not a cause for acquittal.
Business that has been done before applying for a license renewal, which is considered an undertaking
Expiration license
Requesting a license renewal upon expiration for a period of one month from the date of expiration of the license

age is impractical

"%gﬁg'gp 52. In the case where the licensor doeg not issue a license or does not grant permission to renew a
An applicant for a license or an applicant for a renewal of a license has the right to appeal in writing to the Minister within thirty days from the date of
Date of receipt of the licensee's notigg oS {iagabtofdye@ deemisioneiad dla@renewal of license
Minister shall be final.

In the event that the licensor does not allow the renewal of the license to produce traditional medicines before the minister

There will be a decision on the appeal under paragraph two, the Minister has the power to order permission to carry out the business for a
while. upon the request of the appellant

Chapter 6

Duties of Licensees in Traditional Medicines

Section 5355. The licensee is prohibited from producing or selling traditional medicines outside the premises.

set forth in the license except for wholesale

Section 5456 Licensee to produce traditional medicines Must have a practitioner in the art of traditional medicine

The ancients have the duty to comply with Section 68 regularly throughout the business hours.

Section 51 amended by the Medicines Act (No. 3), B.E. 2522
Section 53 as amended by the Medicines Act (No. 5), B.E. 2530
Section 54 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)



Machine Translated by Google

“YY- Office of the Council of State

The number of licensees under paragraph one who produces more than fifty recipes or more shall have a number of entrepreneurs.

ancient art of healing has the duty to perform the duties under Section 68 as p-lr—ggcribed in the Ministerial Regulations.

Section 54 bis 57 A licensee for the manufacture of traditional drugs which produces traditional drugs by hammering method

pelletizing, coating method or other similar methods and use pharmaceutical chemicals or semi-finished pharmaceutical chemicals in
Tablet
pressing, coating or similar operations including the addition of preservatives to traditional medicines must comply with

the rules and procedures prescribed prescribed in the ministerial regulations

Section 5558 Licensee to sell traditional medicines Must have a practitioner in the art of traditional medicine

The ancients have the duty to perform the duties under section 69 on a regular basis throughout the business hours.

Section 5659 Licensee In order to bring or order traditional medicines into the Kingdom, there must be

Practitioner of the traditional art of healing is the person who performs duties under Section 70 stationed at the place of treatment or

ordering traditional medicines into the kingdom or a place where medicine is stored all the time we are open

Section 5760 The licensee for the manufacture of traditional medicines shall comply with the followings:

(1) provide a signboard at the disclosure of the place of manufacture specified in the license which is easily visible;

from outside the building is
@a
sign indicating that the drug is manufactured

(b) a badge showing the name and surname of the person having the duty to operate and the time of operation
In this regard, the material used for making the label, the appearance, color, size of the label, the size of the letters and
The text displayed on the label shall be as specified in the prescribed in the ministerial regulations
(2) provide a label as registered under The medicine receipt is sealed in the container and packaged medicine that is
produced and on the label must show
(a) Yum name
(b) certificate number or code important for registration of medicinal formulas

(c) quantity of medicines contained
(d) Number
or letter indicating the time of manufacture of the drug

(e) the name of the manufacturer and the province where the medicine is produced
Date,

month, year of manufacture of the drug

(g) the word “traditional medicine” clearly visible.
(h) the words “medicine for external use” or “medicine for topical use”, as the case may be; with red letters

Obviously, in the case of external use or topical use

(i) the term “homemade medicine” in the case of generic medicine

Section 54 bis, added by the Medicines Act (No. 5), B.E. 2530

Section 55 amended by the Medicines Act (No. 3), B.E. 2522
Section 56 as amended by the Medicines Act (No. 3), B.E 2522 (1979)
Section 57 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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(j) the term “veterinary medicine” in case of veterinary medicine;
(3) use labels and documents; in accordance with the medicinal products that have been registered under and the message in

Labels and documents The information on the medicine must be clearly legible. If the medicine document is in a foreign language, it must contain the words

Thai translation too

(4) to make a list of drugs produced and sold in accordance with the prescribed in the ministerial regulations
(5) Other acts as stipulated prescribed in
the ministerial regulations

In the case that the container of medicine is so small that it cannot show the label with the text under (2)
In all, the licensee to produce traditional medicines shall be exempted from having to show the statement under (2) (c) (d) (e) (g) (h) (i) or (j) clause. any one
or all of them after receiving permission from the licensee 61

in the case of drugs produced for export outside the Kingdom Text on labels and documents
The medicine label must also specify the name of Thailand. Other messages, if wishing to request an exemption, must be granted permission from

the licensee first, and the provisions of (2) (g) (h) and (i) shall not apply.

Section 5862 Licensees to sell traditional medicines shall comply with the following practices:

(1) provide a signboard at the disclosure of the place where the drug is sold as specified in the license, which can be easily seen;
from outside the building is

(a) A sign
indicating that the drug is sold.

(b) a badge showing the name and surname of the person having the duty to operate and the time of operation
In this regard, the material used for making the label, the appearance, color, size of the label, the size of the letters and
The text displayed on the label to be in accordance with prescribed in the ministerial regulations
(2) provide labels that containers and packages of medicines as prescribed in section 57 (2) remain;

completely

(3) other acts as prescribed prescribed in the ministerial regulations

Section 5963. The licensee importing or ordering traditional medicines into the Kingdom
Do the following
(1) provide a signboard at the disclosure of the location; bring or order medicines into the specified kingdom
contained in the license, which is easily seen from outside the building, is
(a) a sign indicating that it is a place bring or order medicines into the Kingdom
(b) a badge showing the name and surname of the person having the duty to operate and the time of operation
In this regard, the labeling material, the nature, the color, the size of the label, the size of the letters and the text
displayed on the sign as specified in prescribed in the ministerial regulations

(2) at the time of import, the label shall be provided as specified provided in section 57 (2) that the container and

packaged salad Except in (e) specify the name of the city and country where the place of manufacture of medicine is made instead of the name of the province.

Section 57, paragraph two, amended by the Medicines Act (No. 5), B.E. 2530.
Section 58 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 59 amended by the Medicines Act (No. 5), B.E. 2530
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(3) Before selling the medicine, labels shall be provided with the container and packaging of the medicinal product having the characteristics and

in as provided in section g??ﬂ?fgmlﬂ'ﬂ i@ef%@c!ﬁ%ﬁstr%ﬁ]e of city and country;

Location of the place where the medicine is produced instead of the name of the province and specify the name of the leader bring or order medicines into the Kingdom; and

Province or ordering spicy salads as well
(4) use labels and documents in the form of medicinal herbs registered in the medicinal formula and the text in
Labels and documents The information on the medicine must be clearly legible. The document containing the medicine must be translated into a foreign language.

in Thai language as well

(5) to make a list of drugs brought in or ordered into the Kingdom and sold; and collect samples at
to bring or order into the Kingdom as stipulated in the Ministerial Regulations

(6) other acts as prescribed prescribed in the ministerial regulations

In the case of medicines imported under (2) or medicines to be sold under (3) are packed in containers with
so small that it may not be able to show the label containing the text under section 57 (2) at all, to the licensee or order

Traditional medicines entering the Kingdom are exempt from having to show a statement under section 57 (2) (c) (d).

(e) (9) (h) (i) or (j) any or all of the clauses, when permitted by the licensor.

Section 59 bis. 64 Traditional medicines used An order to come into the Kingdom must go through
inspection of the competent officer at the point of entry

Competent officers’ audits are carried out in accordance with established rules and procedures.

in the ministerial regulations

Section 60. In the event of a license loss or material damage, the licensee
notify the licensor and submit a request A license substitute must be filed within fifteen days from the date of acknowledgment of the loss.
or was destroyed as such
Requesting a substitute for a license The formulation and issuance of a substitute license shall be in accordance with

Criteria, methods and conditions prescribed prescribed in the ministerial regulations

Section 61 A licensee must present his or her license and that of a practitioner of the art of healing.

The ancient plan was posted in a conspicuous place, easily visible at the drug production site. a place that sells medicine or a place ordering or ordering medicines

come to the Kingdom, as the case may be

Section 62. A licensee is prohibited from moving to a place of drug production, place of sale of a drug, place of delivery or
Order medicines into the Kingdom or a place where medicines are stored. unless authorized by the licensor
Permission and Permission to be in accordance with the rules Methods and conditions that

stipulated in the ministerial regulations

Section 59 bis added by the Medicines Act (No. 5), B.E. 2530



Machine Translated by Google

“YY- Office of the Council of State

Section 63 When the licensee wishes to change the person having the duty to act in accordance with Section 68
Section 69 or Section 70 shall be notified in writing to the licensor and will be able to substitute upon receipt.
permission from the licensee
In the case where the licensee does not have the duty to perform the duties under paragraph one to the licensee

notify in writing to the licensor within seven days from the date that no person has the duty to operate

Iggg}&m 63 his65 In the case of persons having the duty to operate in a drug production place, a place where the drug
or a place to bring or order medicines into the Kingdom may not perform his duties temporarily for not more than sixty
date, the licensee shall arrange for those who have the same qualifications as those in charge of operating in that place to act.
replaceable duty by having the licensee notify in writing to the licensee first and shall be deemed to be acting on behalf of

having the duty to perform the duties under Section 68, Section 69 or Section 70, as the case may be;

Notification in writing under the first paragraph to be in accordance with the regulations set by the Board

Section 64 Persons having duties under Section 68, Section 69 or Section 70 ,

wishing not to continue to perform duties Must notify in writing to the licensor for information no later than seven days from the date of lapse.

duty

Section 65. Any licensee who dissolves the business which is permitted under this Act.
must notify in writing of the termination of business to the licensor not exceeding fifteen days from the date of termination of business and shall be considered

that the license has expired from the date of business dissolution

Section 66 Licensee who has notified the termination of business will sell his leftovers to

other licensee or to whom the licensor deems appropriate within ninety days from the date of cessation of business, except
allowed to extend the said period for

Section 67 If a licensee dies and there is a person qualified to be a licensee
In accordance with this Act, express the intention to the licensee within thirty days from the date of the licensee's death in order to
to continue the business that the deceased has been given permission to may allow the person expressing his intention to continue his business
until the license expires In such a case It shall be deemed that the person expressing Employed as a licensee under

this Act from the date of the licensee's death

Chapter 7

Duties of practitioners in the traditional art of healing

Section 63 bis, added by the Medicines Act (No. 3), B.E. 2522 (1979)
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Section 6866. A practitioner of the traditional art of healing under Section 54 shall be present at a drug production place

during all hours of operation and shall have the following duties:

Section 79

is correct under this Act

(1) to control the production of drugs in accordance with the regulations of medicines that have been registered under
@
Supervising the practice of labels and documents. with drugs under section 57 (2) and (3)
(3) to control the repacking and labeling of drug containers and packages so that
(4) to
control the sale of drugs to be in accordance with section 69.

(5) to control the accounting of drugs(Gh@theecsiors Bs(Pyescribed

prescribed in the ministerial regulations

Section 6967 A practitioner of the traditional art of healing under section 55 shall be present at

a place that sells medicines during its opening hours and shall have the following duties:

(1) to control the practice of labels under section 58 (2);
(2) to control the sale of drugs in accordance with this Act;

(3) other acts as prescribed prescribed in the ministerial regulations

Section 7068. Practiticners of the traditional arts of healing under section 56 shall be present at

Places to bring or order medicines into the Kingdom or a place where medicines are stored at all times when they are open and that

The duties are as follows.

(1) to control the medicines brought or ordered into the Kingdom to be in accordance with the regulations; to receive the medicine that has been made

registered under section 79

(2) to control the practice of labels under section 59 (2)

. . 3 super\,/isinsq3
the practice of documents with drugs under section 59 (4)
(4) to control the sale of drugs to be in accordance with section 69;
supervises the accounting of drugs under section 59 (5).
(6) to control the importation or ordering of drugs into the Kingdom;

(7) control the storage of medicines bring or order into the Kingdom at a drug storage facility

(8) other acts as prescribed prescribed in the ministerial regulations

Section 7169. A practitioner of the traditional arts of healing is prohibited from performing the duties of a person who has the duty.

Operate in a drug manufacturing facility, a place where the drug is sold, or where drugs are brought or ordered into the Kingdom by themselves.

is not named as a person in charge of operating in that place

¥ Section 68 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)
¥ Section 69 as amended by the Medicines Act (No. 3), B.E. 2522
¥ Section 70 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
” Section 71 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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Chapter 8

counterfeit drugs, illegal drugs, deteriorating drugs

Section 7270. No person shall produce, sell, or bring or order into the Kingdom any drug.

the following

(1) fake salad

(2) illegal drugs
(3) the drug has deteriorated quality; (4) Drugs that are not registered
as a medicinal formulation.
(5) spicy salad registered under the Drug production has been canceled for licensees to produce medicines and licensees to produce medicines.
Bringing or ordering medicines into the Kingdom or spicy salad The prescription has been canceled for more than six months for the recipient.
permits to sell drugs

(6) a drug for which the Minister has ordered the revocation of the medicinal recipe registration.

The provisions of (4) shall not apply to ministries, bureaus, or departments for the prevention or treatment of disease.

The Thai Red Cross Society and the Government Pharmaceutical Organization

Section 73 The following drugs or substances are counterfeit drugs:

(1) Drugs or objects that All or part of the artificial medicine is authentic.

(2) a medicine labeled as another medicine or showing the month and year that the medicine has expired; which is not true
(3) a drug showing the name or mark of the manufacturer or the location of the drug production facility which is not true;
(4)71 Yum that shows that it (8} tRtas. bthe registered medicinal products which is not true

are not manufactured according to standards as to the size, quantity or strength of the substance.

whose active action is absent or more than twenty percent from the lower threshold the final or the highest, which is defined in the recipe formulated

registered under section 79

Section 7473 The following drugs are non-standard drugs.

(1) a drug that is not produced according to the standard by the dosage or strength of the active ingredient;

lack or exceed the threshold The laiees @il bighaststioy/aiedtdherdrps) formula registered under Sections 79 but not

(2) medicines produced by purity or other characteristics which are important to the quality of the medicine

deviating from the criteria prescribed in the drug formula registered under section 79 or the drug formula ordered by the Minister

edit registration has received the drug under section 86 bis

Section 72 as amended by the Medicines Act (No. 3), B.E. 2522
Section 73 (4) amended by the Medicines Act (No. 3), B.E. 2522
Section 73 (5) as amended by the Medicines Act (No. 3), B.E. 2522
Section 74 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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Section 75 The following drugs are deteriorated drugs.
(1) medicines that have expired as shown on the label;

(2) a drug that has been altered to have the same characteristics as a counterfeit drug under section 73 (5), or

Drugs that violate the standards under section 74

Section 75 bis 74. No person shall sell packaged drug in bulk, arranged in batches from time to time.
the same, with the intent for the purchaser to use them together to treat, treat, cure or prevent disease or symptoms of disease
any particular disease

The contents of the first paragraph not applicable to first-class pharmacists Medical Practitioners

or a practitioner in the art of healing in the field of dentistry that sells only for their patients and practitioners

animal diseases that are sold for the animals he treated

Chapter 9

Drug declaration

Section 7675 The Minister shall have

the powers As announced in the Government Gazette,

(1) Drug recipe

substances
(3) dangerous drugs (4) drugs that are

specially controlled drugs

(5) a medicine that is an ordinary medicin(@)} home use;
drugs that are traditional medicines
(7) spicy salad which must be notified expired on the label

(8) shelf life of some drugs

(9) Drugs requiring notification Warnings for the use of medicines are provided on the label and on the drug leaflet and the message.

of the warning
In the event that the Minister has announced The shelf life of any drug is prescribed under (8) if the recipient
Any licensed drug can prove or test with explicit evidence from research that its drug may contain.
The validity period exceeds the period of use announced by the Minister, then the Minister with the approval of the
The Board has has the power to extelli@egsigp@eifigancamehwhickedias deesproven or tested

announced in the Government Gazette.

Section 77 The Minister has the power with the authority to announce in the Government Gazette specifying disease or condition

of a disease that is forbidden to advertise that it can be used to treat, relieve, treat or prevent disease or its symptoms

¥

Section 75 bis, added hy the Medicires Act (No. 5), B.E. 2530
Section 76 as amended by the Medicines Act (No. 3), B.E. 2522 (1979)
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Section 77 bis 76 For the purpose of protecting the welfare of the people, the Minister, with the
advice of the Committee, has the power to determine the number of to allow it to be set in

in any area by announcing in the Government Gazette

Section 77 ter 77 for the benefit of controlling drugs brought in or ordered into

The Kingdom of Ministers has the power to declare in the Government Gazette prescribing entry points.

Section 77 quarter 78 for the benefit of promoting, supporting and developing
Research to consider registration to obtain effective medicines and meet research standards
In person, the Minister has the power to announce in the Government Gazette. to set rules, procedures and conditions for
In this announcement, the safety of the volunteers must at least be protected.
who also participated in the medicinal research study

The drug researcher shall comply with the rules, procedures and conditions under paragraph one.

In the case where failure to comply with the rules, procedures and conditions under paragraph one causes
Unsafe and dangerous to people, the environment or the public as a result of the process
or procedures related to drug research studies The Secretary of the Food and Drug Administration has the power to order
Improve drug research studies Temporarily suspend drug research studies or discontinue drug research studies

the severity of the insecurity and the danger

Section 77 Benja79 For the benefit of the development and promotion of the pharmaceutical industry
The minister may announce to prescribe rules, procedures and conditions relating to standards for for the manufacture of medicines, the
sale of medicines, or the importation or ordering of medicines into the Kingdom, which may be required to use or refer to the standards of

foreign or international standards and in case there is a need As necessary, use or refer to standards.

that is a foreign language document, provided that such standard must not be above the standard at the office
Food and Drug Administration approved

Section 78. Notifications of the Minister under this Chapter may be made upon advice from

Board

Chapter 10

Registration of medicinal formulas

Section 77 bis, added by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 77 ter Added by the Medicines Act (No. 5), B.E. 2530
Section 77 quarter, added by the Medicines Act (No. 6) B.E. 2019
Section 77 quince, added by the Medicines Act (No. 6) B.E. 2019
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Section 7980 Licensee to produce drugs or a licensee bring or order medicines into

[ ) i l hoever
wishes to produce or bring or order into the Kingdom any modern drug or yum V"oV

The ancient plan had to bring the medicinal formula to be registered to the competent official. and when receiving the certificate

Registration of a drug formula can then be produced or brought or ordered into the Kingdom.

Section 79 bis 81 The provisions
of section 79 shall not apply to

(1) medicines that are pharmaceutical chemicals; or semi-pharmaceutical chemicals ready-made products that are not packaged

(2) herbal salad

(3) a sample drug that is permitted to be produced or brought or ordered into the Kingdom to request
Registration of drug formulas in accordance with the rules, procedures and conditions prescribed by prescribed in the ministerial regulations

é2dbrags thai are perriited to be used to tring or crder inio the Kirgdom in accordance with the rules,

and conditions announced by the Minister with the approval of the Committee prescribed in the Government Gazette

Section 80  Application for registration In order to receive medicines under section 79, details must be given.
the following

(1) Yum name
(2) Names and quantities of

medicinal substances
(3) packing size
(4) standard analytical methods of modern drugs; In the case of analytical methods outside of the formula

Minister announced

(5) label

(6) D

(6/1)83 Document showing No. C. to apply for a patent or a petty patent that has been published in the advertisement
then according to the law with patent or registered information on intellectual property rights of Thai traditional medicine
Person, ingenuity General or local Thai traditional salad of general Thai traditional medicine or receiving
allowed to take advantage of or of the national Thai traditional medicine

Law on Protection and Promotion of Thai Traditional Medicine Wisdom
(7) other items as prescribed

prescribed in the ministerial regulations

Section 81. Amendment to the registration of medicinal formulas may be made with permission from

officer

Section 79 amended by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 79 bis, added by the Medicines Act (No. 3), B.E. 2522 (1979)
Section 79 bis (4) added by the Medicines Act (No. 5), B.E. 2530
Section 80 (6/1) added by the Medicines Act (No. 6) B.E. 2019
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Section 82 Application for registration or amendment of the list of drug formula registration and issuance

Certificate of registration or amendment of the registration of medicinal formulas to be in accordance with the rules, procedures and

Conditions set forth in the Ministerial Regulations

Section 8384. Officials are prohibited from registering medicinal formulas when the Committee
saw that
(1) Itis a drug specified in section 72 (1) or (6).
(2) an application for registration of The receipt of medicines is not in accordance with Section 80 and Section 82.
(3) the drug applied for registration under the medicinal formula cannot be trusted in its properties or may
not safe for users
(4) It is a medicine that uses its name in the sense of boasting, not being polite, or possibly misleading from the truth.
(5) a medicine whose name is inappropriate with the good culture of Thailand. or lead to destruction
Value of Thai language

Order not accepting registration to receive the medicines of the officials to be the most

Section 84. The provisions of Section 83 shall apply to amendments to the registration of medicinal formulas.

mutatis mutandis

Section 8585 The licensee to produce drugs or licensee bring or order medicines into

The Kingdom sends a regular report. year on the production or importation or ordering of medicines into the Kingdom of
Each recipe has been registered in accordance with the form prescribed in the Ministerial Regulations within the date vy March of the year
next Yam that

has been registered already received the medicine any receipt that is not produced or brought or ordered into

the Kingdom for two consecutive years, the registration of such medicinal formulas shall be cancelled.

Section 8686 Any drug registered under already received the medicine If later it appears that the drug
No properties as registered or may not be safe for users or a counterfeit drug under section 72 (1)
or the drug has been transformed into an object that is intended for for use as food or cosmetics under a license
Produced for the distribution of regulated food or received a certificate It is important to register cosmetics according to

the law on that The Minister, with the advice of the Committee, has the power to order to revoke the registration

that recipe revocation to act which is@iﬁli@{c&t@ Mpmm@’ﬁ@f(gt‘teo rd ers
shall be final.

Section 83 amended by the Medicines Act (No. 3), B.E. 2522
Section 85 as amended by the Medicines Act (No. 3), B.E. 2522
Section 86 as amended by the Medicines Act (No. 5), B.E. 2530






